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b. PRODUCT Fop ‘&ifqH A VARIANCE IS REQUESTED 

_ A LASER DISPLAY DEVICE 
_ A PROJECT~#‘i~~‘b;‘iASEii’LiGH~~~HO~ 

I, ,.. 

x A LASER LIGHT StiOW 
_ OTHER (Specify) 

C. C. _ PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN To _ PROJECTORS ARE INTENI 
OTHER LASER LIGHT SHOW PRODUCERS - OTHER LASER Lll-- .- - 

d. PRODUCT IS INTENDED FOR USESN A d. PRODUCT IS INTEN 
_ r.@yE=fiRIUM Oi _ PLANETARIUM aR.aTtiER DOME PROJECTIaN STRUCTURE 
_ THEATER 

DISCOTHEQUE OR.Nli;HT CLUB 
1 PAVILION “\ 
_ INUUOK ARENA _ INDOOR AR&&. 
_ OUTDOOR ARENA _ OUTDOOR ARENA 
-MUSEUM 
_ OUTDOOR ENCL&ED AREA ” .. ’ ” 
_ OTHER (Sped&r _ OTHER (Specirj# 

g. TOUR IS INTENDED TO RUN FOR 
_ MORE THAN 6 MONTHS 
_ l-6 MONTHS 
_ LESS THAN 1 MONTH 
_ OTHER (SpeciQ) 

2 I I.“I.l ““I\LLI” rm”Jc\ 

x REAR SCREEN r”- ‘--‘- 
_ HOLOGRAPHIC 
x MULTlPl<E REFi 
_ AUDIENCE‘S@NNING 

0. REASON FOR REQUESTING VARIANCE 
1~ COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.11(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE 

COMPLlfiNCE WOULD Ll@T THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE 
SUFFICIENTLY VISIBLE 

_ OTHER OR ADDITIONAL MPLANATION (Specify) 

FORM FDA 3147 (3187) 



f. 2 ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE 
OPERATOR(S) WILL : 

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR 

&XTHE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

IESIGN TO.PRE\iENT OVEdFlLilNG OF‘SCREEN%: BEAtikSTOPS, TARGETS, BE PROVlbiD AS AN INHERENT PAkT-$+=@=$$?&,$-: 
c-rrr 

i. 2 

CIU. 
_ i , -1 lb’,’ ..:‘ I,: ; 

,_ I,. 

‘_/ _ 
,,-I _-  ̂

.< 
-LASER PROJEC~,~RS&l.L NQT BE DELIkRED,TO’ANY OTi-liR PAR+Y’tiNtiEi A; AGREEMENT (jF SALE &&E oR.ioAfi uN;iss 

AND UNTIL THE: R&IPIENT DEMONSTR&‘TEs THAT Tlri& H/k& A VARIANCE IN EFFECT AT THE TI~E’BF”DECl~~k’TH~~-pERMl~~ 
THEM TO PRODUCE LASER iiGHT SHOtiS-ti$l+ORATI _..^ . ..i_. : .A”,‘“V..i. 

i. 1L 

STANDARDS INSTITUTE, 1430 BROADVC ~. -......* - 
AND, WHERE APPLICABLE, STATE OR 1 OCAI RF~li~&%&% ~;hCCD R&i-e ---. .- ..---...-..l-...“. bc.“‘-‘> I-Y, 
ABOVE THE LIMITS SPECIFIED IN 21 CF 

ATION AREAS WHICH CAN CONTj#ikADlATlON LEVELS 
‘R 1040.) I(& WILL BF Cl FARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR ---. . 

RESTRICTED ACCESS THROUGH PHySICAl MF&& t<c;;;;bc DDC’ .-. ,- . ..U . ..v \V”“’ I r.” I 
THESE REQUIREMENTS APPLY TO TEM. 

I\L- SSURE SWITCHES, PHOTOCELLS, BARRIERS,‘GUARDS, ETC.). 
~PORARY ARFAS m 1r.H AR DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL - - _. __ . - \ - - -. . , .- , 

OR PERMANENT AREAS. THE VARIANCF UAI nm ml I RETA thl TUC 
TESTS AS REQUIRED BY PI’CFR 1002.3 

-..--I IS. . ..bLI.L-IT\.,. a,,; RECORDS OF THESE PROCEDURES P 
:opY OF THE VARIANCE APPLICATION, THE APPROVAL LETTER, CUkkNT PROCEDURES 

iELATING To EACH PARTICULAR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSIBL- 
I BY FDA AND OTHER RESPONSIBLE AUTHORITIES 

._. 
---._?,A( 

hND THE kESULTS OF ALL 

AND RECORDS I 
. . . ,-v.. . 

WILL- BE MADE AVAILABLE FOR INSPECTIOF 
X INDIVIDUAL AND 

ORM FDA 3147 (3/87) 



RLY AND COMPLETELY 
lMUM POWER OUTPUT INTENDED. SU 

.., ..’ 

CERTIFICATION 
:, 

I CERTIFY that all of the above information and statements are true, complete and correct to the best of my knowledge and acknowledge 
that my Variance aPplication may be denied or my variance may be revoked if this application is found to be false misleading or incorrect 
in any material way. I have submitted/will submit all reports required by 21 CFR 1002.12 on the laser equipment &d show(s) 

I further understand that I may be required by regulation or by the Director, Bureau of Radiological Health to supply such other information that 
may be necessary to evaluate and act on this application. 

15. SIGNATURE 16. NAME (Type or Print) 1 17. TITLE 

President 




